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Message Text 

UNCLASSIFIED 

PAGE 01 STATE 041778 
ORIGIN HEW-06 

INFO OCT-01 ARA-10 ISO-OO OES-06 /023 R 

DRAFTED BY DHEW/FDA: JRWEINROTH, M.D.:CCK 
APPROVED BY OES/APT/BMP: JFRY 
DHEW/PHS/OASH/OIH: MKEFAUVER 
ARA/MEX:GFALK (INFO) 

250132 034357/62 

P 242239Z FEB 77 

FM SECSTATE WASHDC 

TO AMEMBASSY MEXICO PRIORITY 

UNCLAS STATE 041778 

E.O. 11652: N/A 

TAGS: OGEN, ETRD, EIND, TBIO, MX 

SUBJECT: DEFECTIVE DIAGNOSTIC ANTI-DNA KIT (RECALL T- 

047-7) 

1 . FDA ADVISES OF THE FOLLOWING RECALL: 

PRODUCT: DIAGNOSTIC KIT ANTI-DNA KIT, LOT 75A 

MANUFACTURER: AMERSHAM/SEARLE 
RADIOCHEMICAL CENTER 
AMERSHAM, U.K. 

RECALLING FIRM: AMERSHAM/SEARLE 
2636 SOUTH CLEARBROOK DRIVE 
ARLINGTON HEIGHTS, ILLINOIS 60005 

REASON FOR RECALL: TESTS HAVE SHOWN THAT THE ANTI-DNA KIT, 

LOT 75A, WAS GIVING FALSELY ELEVATED VALUES OVER THE ENTIRE 
ASSAY RANGE. OTHER LOT NUMBERS ARE NOT, REPEAT NOT BEING 
UNCLASSIFIED 

UNCLASSIFIED 

PAGE 02 STATE 041778 

RECALLED. 

2. POST IS REQUESTED TO ASCERTAIN WHETHER OR NOT CON 
SIGNEE HAS BEEN ADVISED OF RECALL BY FIRM (LETTER DATED 

3 DECEMBER 1976). ANY STOCK OF LOT 75A WAS TO BE RETURNED 
TO: TECHNICAL DIRECTOR, AMERSHAM/SEARLE CORPORATION, 

2616 S. CLEARBROOK DRIVE, ARLINGTON HEIGHTS, ILLINOIS 
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60005. RETURNS WERE TO BE ACCOMPANIED BY "RESTRICTED 
ARTICLE STATEMENT" AND ADDRESS LABEL ON OUTSIDE OF SHIP 
PING CARTON. ANY QUESTIONS CONSIGNEES MAY HAVE REGARDING 
RECALL SHOULD BE REFERRED TO FIRM. CONTACT: KAREN KABAR- 
EC, 800-323-9750 OR 312-593-6300. 

3. CONSIGNEE REPORTED TO BE: 

MRS. CALLEJAS 

INSTITUTO NACIONAL DE ENERGIA NUCLEAR 
LABORATORIO DE DILUCION 
NUMERO 530A 

MIGUEL ANGEL DE QUEVEDO 
MEXICO 21. D.F. 

VANCE 
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